New England Compounding Pharmacy, Inc. —
Application for a New Store-date received 2/18/ 1998
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I hereby apply fora Demnt to conduct and keep open a store for the fransaction fo the retail drug

business n accordance Wlth the prowsmns of Chapter 112, Generaj Laws. f‘_“_ e
$ 175 00 fee for applymg for licensure. The check or money order should be made out fo the ;1: 1 T
Commenwealth of Massachusetts. This fee is 110nreﬁmdable _ LJ:L: FFB § 8 %8
All information must be typewritten. ' : . i

I. Legal Name of Business:__ New England Compounding Pharmagyv, Tng

2. TFoll Business Address (Street Address, City, State and Zip:__ 697 Waverly Street,
_Framingham, M3 01701 :

3. Area Code and Telephone Number; (407) 334-1937 (temporary).

4. All frade or business names (“D.B.A-..” names) ised by same Corporation or by Licensee N/a

5. Type of ownership or operation (i.e., sole propprietorship, pattnership, corporation): Corporation

Iif corpora‘tion, please submit articles of corporat‘ion. Attached hereto as Exhibit Ma®

6. Name(s) and Social Secunty Number(s) of the owner(s) and/or operator(s) of the licensez. Please indicate type of
ownership - Partrerships: the name of each partner and name address of partnership; Corporations: the name ond
title of each corporate officer and director, the corporate names, name and address of parent company, if ony, and
the State of incorporation; Sole Propnez‘orsh;ps the name of the sole proprietor and the aa’dress of the business
entity. .

£figexrs: Carla Conigliaro, Pres:.dent/']:'reasurer, Director: Gregory Conlgllaro,

Clerk, Director: Barry J. Cadden, Vice President, Director: Lisa M. Conigliar

Assitant Treasurer, Dlrector . ‘ _ _;f_”
Parent Company: N/A /
State of incorporation: Massachusetts. Jf

See additional information required for corporaa{lons attached hereto
as Exhibit "B" : '/




10.

, ‘Name of registered pharmacist charged with the management }}f' the phatamcy:_ Barry J. Cadden

Z

Registration number of above manager;__ #21239 (/ - ,

Nams(s) and 'r'egist_raﬁon number(s) of staff pharmacist(s) employéd at pharmacy,

Lisa M. Conigliaro Cadden, #210%6 1/

Have any of the appli¢ant(s) and/or managers-in-charge had: 1} any convictions related to the distribution of -
drugs (including samples); 2) any felony convictions; 3) any suspenston(s) or revocation(s) or other sanction(s)
by federal, state or local governmental agency of any Hoense ot registraiion currently or previously held by the.
applicant or licensee for the manufacture, distribution, or dispensing of any drugs, including controiled
substances? Have any applications for licensure been denied by amy federal or state agency including any state
boards of pharmacy? . List and explain. Attach additional sheets if necessary. No

11. The applicant/licensee must notify the Board in writing of ary changes in ownerhsip or

management within thirty (30} days of such change(s).
Affidavit (must be completed and notarized)

Pursuant to M.G.L. ¢. 62C, s. 49A, T certify under the penalties of perjury that I, to the best of my
knowledge and belief, have filed zll state tax returns and paid all state taxes required under law.

The applicant certifies that each person employed in-any prescription drug distribufion activity
has the educafion, training, and experience, or any combination thereof, sufficient for that DETson

- to perform the assigned functions in such a manner as to provide assurance that the drug product

quality, safety, and security will at all fimes be maintaiued as required by law.




I hereby state that I am the person authorized to sign this application for all Licénsure; that all
- staternents are true and correct in all respects and are made under the penalties of perjury.

Signeature @maciﬂ who is to manager the pharmacy or pharmaocy department . -
Barry J. Cadden : -

2|3 ax

T .
Date

Social Security Number of managing pharmacist
?/% dayof ey mg\__&)_f | ALetd—
g CFUV\;E/ Lo 20CC)  Notary Public

s Afotre

Swormmn and subscribed before m

My commissicn expires

ke




Examiner

Neme
Approved
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’@Ijz @n muontn z&lt‘j nf wasgatbugeus
William Francis Galvin
Secretary of the Commonwealth

One Ashburton Place, Boston, Massachusetts 021081512

ARTICELES OF ORGANIZATION
(GknleralIznvs,Cﬂlé;ﬁgr 1568)

ARTICIET
The exact pame of the corporation is:

New England Compounding Pharmacy, Inc. .

ARTICIE II 7
The purpose of the corporation is to engage in the following business acgvities:

(a) To provide, own, manags, an& operate a pharmacy
or pharmacies and to provide general and specific
pharmacy serv1ces.

(b) Tc do any other acts and things, and to exercise
any and zll other powers which a corporaticn organized
under the provisions of Massachusetts General Laws
" Chapter 156B and acts additional and amendatory
thereto could do and exercise which now or hereafter
may be auvthorized.

Noter ifthe spacepramdedwzdermj:arhde orztemantbzsform is msu_ﬂ‘i‘czemt, additions sball be set forth on one side -
only of separate § 1/2 x 11 sheets of paper with a left margin of af least 1 fnch. Additions to more than one arifce may be
wmade on o single sbeet so long as each ariicle requiring each addition is clearly tndicated. .




ARTICLE TII _
State the toral number of shares and par value, if any, of each dass of stock which the corporation is authorized to issue.

'_ WITHOUT PAR VALUE : WITH PAR VATUE
TYPE "NUMBER OF SHARES TYPE NUMBER OF SHARES |  PARVALUE
Common: 200,000 Common: | N/A& .
* Preferred: N/A ’ : ‘Preferred: : N/A .
ARleEIV

Ifmorc than one cizss of stock is zuthorzed, state a distingnishing designation for each class. Prior to ﬂze issuance of any
shares of a class, if shares of zhother class are ocutstanding, the corporation must provide a description of the preferences,
voting powers, qualificarions, and special or relative dights or privileges of that ciass and 'of each other class of which’ shares
are outstanding znd of each series then estabiished within any class. . '

N/A __

ARTICEEY
Thc restrictions, I any, imposed by the Articles of Orgamza’uou upon the transfer of shares of stock of any class arc

N/A

ARTICLE VI
=QOther lawful provisioas, if any, for the conduct and regulation of the business and affairs of the corparation, for its voluntary
dzssolutzon, or for limiting, defining; or rcgulatmg the powers of the cozporauon, or of its directors or stockholders, or of any
class of stockholdc:ts-

See continuation sheet Article VI attached hereto.

v

*A[f there are 7o Provisipns state “Nowe™
Note: The precea'zzzg six ( 6) articles are consuiered to be perm.:zazmzt and may ONLY be changed by jﬂmg @propnmﬁe Articles of Amendmendt,



ARTICLE VI -
The cffective date of organization of the corporation shall be the date approved and filed by the Secretary of the Comrnonwealrh,
fa later effective date is desired, specify such dare which shall not be more than ity days after the dare of Bling. -

' AR'IICLE Yiix
- The informstion contazned in A:cﬁde VIIis nota Permaneni part of the Articles of Orgamzaﬁon,

2. The street address Cposr office boxes are nof acceptablz) of the principal office of the corporation in Mm&acbusetﬁ is:.

687 Waverly Street, Framingham, MA 01701
b. Ihc namr:, residential address and post office address of each director and officer of the corporation is as follows:

N RESIS POST OFEICE ADDRESS
President: Carla Coni ll o ' .
| freasurer: Car Same
TEASMEr: Carla Conigliaro
CI' £ Greco P Same
Clezk gory Conigliaro
Direct Car o Same
oS ia Conigliaro
| Same

Grégory Conigliaro

- . Same
Barry J. Cadden
L ‘ ; Same
Lisa M. Ccnigliaro

Cadden C

Same

c. The fiscal year (.e., 3% year) of the corporanon shall end on the last day of thc menth of
December 31
d Thc narme and business address of the resident agent, iIf any, of the corporztion is: -

. ARIICLE 134
. Brlaws of the c:mpora.uon have been duly adopted and the prcsndmt, ireasurer, clerk and d:ractors Whosc names are set forth
abovc have been duly elected.

IN WITNESS WHEREQF A_ND UNDER THE PAINS AND PENALTIES OF PERJURY, I/we, whose signature(s) appear below as
incorporator(s) and whose name(s) and business or residental address(es) are dearly typed or printed beneath each signature

do hereby associate with the intention of forming this corporation u:mdcr the provisions of General Taws, Chapter 1568 and

do hcrcby sign these Articies of Organization 2§ mcorporatorn(s) T.hiS day of Tty L19 FFE

(/s i o Wwfz,o

I
s

Noter If feic arzsng corporation is arting as z:z-cor_.':'orztor e in the exact name of the cmporzztzo:z, the state or otber furisdiction where
it wons ma:orporatea’, the name of the person sigring on bebalf of said corporation and the t#fle be/she bolds or pther m&orﬂy Ey which
such action is taken.




NEW ENGLAND COMPOUNDING PHARMACY, INC.

CONTINUATION SHEET ARTICLE VI

ARTTICLE 6A TINDEMNIFICATION OF. OFE’ICERS AND DIRECTORS

The Corporation. shail, to the extent legallyl permissible,
indemnify any person serving or who has. served as a Director or
Officer of the Ceorporation, or at its request as -a Director,
Trustee, Officer, Employee or other Agent of any organization in

.which the Corporation owng shares or of which it is a creditor,

against all liabilities and expenses, including amounts paid in
satisfaction of judgments, in compromise &r as fines and penalties,
and counsel fees, reasonably incurred by him/her in connection with
the defense or disposition of any -action, suit or other
proceedings,. whether cizil or ‘criminal, in which he/she may be
involved or with which he/she may be threatened, while serving or
thereafter, by reason of his/her being or having been such a
Director, Officer, Trustee, Employee, -or -Agent, except with respect

‘to any matter ds bto which he/she shall have been adjudicated in any

proceeding not to have acted in good faith in the reasonsblé. belief
that hls/her action was in the best interest of the Corporatlon

'prov:Lded however, that:'as to any matter disposed of by a
‘compromise payment by such Director, Officer, Trustee, Employee or

Aqent - pursuant . to .a' consent decree or’ otherwise, . no
indemnification -either for gazid payment or for any cther expenses
ghall be provided unless: : :

(a) such compromise shall be approved as in the best
interests of the Corporaticon, after Notice that it
_dinvolves such indemnification: ’

(i) by a disinterested majority of the Directors then
An offlce, or

- (ii) by the holders of a majority of the outstanding
stock at the time entitled to vote for Directors,
voting as a Bihgle class, exclusive of any stock
owned by any interested Director or Officer; or

(b in the absence of action by disinterested D:.rectors or
stockholders, there has been obtained at the request of
“a majority of the Directors then in office an oplnlon in




-

NEW ENGLAND COMPOUNDING PHARMACY, INC.

writing of independent legal counsel to the effect that such

Director or. Officer appears to have acted in good faith in the .

reasonable belief. that hz.s/her action was in the best
~interests of the Corporatlon

Expenses including counsel £fees, reasonably incurred by any
such Director, Officer; Trustee, Employee or Agent in connection
with the defense or disposition of any such action, suit or other
proceeding may be paid from time to time by the Corporation in
advance of the final disposition thereof. upon receipt of any
undertakings by such individual to repay the amounts so- paid to the
Corporation if it is mot ultimately .determined that indemnificaticn
for guch expenses is not authorized under this section. The right
of indemmnification hereby provided shall not be exclusive of or
affect ally other rights to which any such Director, Office'r,‘
Trustee, Employee or Agent may be entitled. HNothing contained in
this Artlcle shall affect any rights o indemnification to which
Corporation personnel other than such Directors, Officers,
Trustees, Employees or Agents may be entitled by contract or
otherwise under law. As used in this Article the terms "Director",
*Qfficer”, “Trustee", T"Employees®, and "Agent" include their
respective heirs , executors, administrators, and an "interested"
Director, OQfficer, Trustees, Employee or Agent is one against whom
in such capacity the proceedings in question or other proceedings
on the same or gimilar grounds is then pending.

ARTICLE 6B TRANSACTIONS WITH INTERESTED PERSONS

d. Unless entered into in bad f£faith, no contract or transactlon by

this Corporatlon shall be void, voidable or in any way affected by
the fact that it.is with an Interested Person.

2. For the purpose of this Article "Interested Person” means
person or organization in any way interested in this Corporation as

~an officer, director, stockholder, employee, or otherwise, or .any

entity in which any such person or organizaticn or thls Corporation
is in any way interested.

2. Unlesg such contr_act Or transaction was entered into in bad

faith, no Interested person, because of such interest, shall be

l:.able Lo th:Ls Corperation or to any cther person or organlzatlon

P e




NEW ENGLAND COMPOUNDING PHARMACY, INC.

for loss oOr expense Ihcurred by reasca of éﬁch_ contract or
transaction which shall be accountable £for any gain or profit -
realized from such contract or transaction.

notwithstanding the fact that the presence of an Interested Person
was necessary to constitute a quorum at a meeting of. directors or
gstockholders of this Corporation at which such contract or
rransaction was authorized cor that the vote of an Interested Person
was necessary for the authorization of such contract or transaction

4. The provisioﬁs of this Article shall be operative

ARTICLE 6C STCCKHOLDERS' - MEETINGS

MEEL,]_D.Q'S of stockholders of this Corporation may be held
- anywhere in the United States.

ARTICLE 6D  AMENDMENT OF BY-TAWS

The By-Laws may provide that the Board of Directors as well as
the stockholders may make, amend, or repeal the By-laws of this
- Corporation, except with respect to any provision. thereof which by
these * Articles or by the By-Laws requires action by the
stockholders. - : ‘

ARTICLE 6FE SALE OF ASS ETS; DISSOLUTION

The .terms and conditions upon which a sale or exchange of all
the property and assets, including the good will of the
Corporation, or any part thereof, is voted may include the payment
therefore in whole or in part in shares, notes, bonds, or other
certificates. of interest or indebtedness of ~ any :volunta'ry
association, trust, joint-stock company or Corporation. Such vote
or a subsequent or a subsequent vote may in the event of or .in

contemplation of proceedlngs for the digsolution of the Corporaticn

also provide, subject to the richts of creditors and proffered
stockholders, for the distribution pro rata among the stockholders
of the Corporation, ¢f the proceeds of any such sale or exchange,
whether such proceeds by in.cash or in securities as aforesaid (at.
values £o be determined by the Directors). S




NEW ENGLA-J.\TD COMPOUNDING PHARMACY, INC.

ARTICLE 6F PARTNERSHIP

This Corporation may become a partner in any general oxr
limited partnership or in any joint venture or in any other
business enterprise organized for the purpose of accemplishing any
of the purposes contained in this Corporation's Articles of
Organization.

ARTICIE 6G - RIGHT OF OFF;ICERS, DI’RECTORS AND STOCKEOLDERS TO
CONTRACT WITE A CORPORATION

The Corporation may contract and otherwise transact business
with amny of its Directers, Officers and Stockheclders and with
corporations, joint stock companies, trusts, firms and associations
in which any of them are or may be or become substantially
interested az directors, officers, shareholders, members, trustees,

beneficiaries’ or otherwise as freely as though such adverse

interest did not impart upen such comtract or transaction, No such
contract or transaction shall be avcided and no such Director,
Cfficer or stockholder shall be 1liable Lo account to- the
Corporation for any profit reallzed by him. through’ any such

‘contract or transaction by reason of such adverse interest, not by,

reason of any fiduciary relationship to such Director, Officer ox
stockholder to the Corporation arising cut. of such office or stock
ownershn_p, provided the nature of the adverse interest of such

officer or director or stockholder shall have been made kncown to
nor disclosed. by the Board of Directors by said person prior to
such contract or transaction. Ownership of beneficial interest in
an insubstantial amount of the stock or securities of another-
corporation; jomt stock company, trust, flrm Oor assoclation shall
not be deemed to constitute an interest adverse to this
Corporation and need not be disclosed. The authorizing or
ratifying vote of a majority of the shares of the commen stock of
the Corporation outstanding and entitled tc vote- shall validate any
such contract or transaction as against all stockholders of the
Corporation, whether of record or not at the time of such vote, and
as against all creditors and other claimants; provided that such

“vote shall have been passed at a meeting duly called and held for

that specific purpcse. No contract or transaction shall be avoided
by reaspn of any provisions of this paragraph which would be walid
but for these provisions. '




THE COMMONWEA_JI'H QF MASSACHU SETTS

ARTICLES OF ORGANIZA:[ION
- (General Laws, Chapter 156B) .

I hereby certify that, tpon cxamination of these Artides of Organiza-
tion, duly submitted 1o me, it appears thatr the provisipas of the General
Laws relative to the orgamzanon of corporztions have been complied
with, and I hereby approve said articies; and the filing fee in the amount
of § having been paid, said atticles are deemed o have been
filed >Wiﬂ1 me this day of . ; 19

Efecﬁve date:

WILLIAM FRANCIS GALVIN
- Secretary of the Commonwenith

FILING FEE: One teath of one percent of the rotat aurhorized capital
stock, but not less than $200.00. For the purpose of filing, shares of

’ éﬁcck_with a par value less than $1.00, or o par stock; shalibe deemed -
to have a par value of $1.00 per share. . | ‘

' TO BE FILLED IN BY CORPORATION
Photocopy of document to be sent to:

Tamkin & Hochberq, LLP

313 Washington Street, Suite 202
‘Newteon, MA 02158

Tdéphone:

617-964-2501




EXHIBIT "B™

: NEW ENGLAND COMPOUNDING PHEARMACY ‘
APPLICATION FOR REGISTRATION OF NEW PHARMACY

QFFICERS . _
* President/Treasurer: Carla Conigliaro

Vlce. Pregident: Bairy J. Cadden
Clerk: " Gregory Conigliaro

Asst. Treasurer TLisa M. Conigliaro Cadden

DIRECTORS
Carla Conigliaro

Barry J. Cadden

Gregory Conigliaro

Lisa M. Conigliaro Cadden S

STOCKHOLDERS
NAME' :
Carla Conigliaro -

. SHARES TYPE

- 650 Shares "~ NoPar
Barry T. Cadden 125 Shares - No Par

_ Gregory Cdﬁig]iaro 100 Shares . NoPar -

Tisa M. Coniglizro Cadden 125 Shares - NoPar

" D/B/ANAME -~
- None -



The Commonwealth of Massachusetts
| Division of Registration .
Leverett Saltonstall Building, Govemment Center
100 Cambridge Street, Boston MA 02202

| Ch-eck: ié; 7_( -

No. ' _Dafer_ ‘ M.O.

Business: : : - Location:

Please do nof write above this line
. Fee $75.00 Non-Refundable -

I here apply for Regisfraﬁon under Mass. Controlled Substances Act-MLG. L. 94C Section 7.

Apph{:antName (if an individuaD)__ New FEngland Compounding Pharmacy, Inc.

, {(First) - ) - (Middle)
Business Address: 697 Waveﬁy Street . : .
' ' {No. and Streef) ‘
Framingham mo : 01701
(City ot Town) (State) ; (Zip Code)
- - Registration ClassHication:” . ’ ‘ ‘
{a) - X .__Retail Drug Store  (b) . Wholesale/Mfg/Dist.
(©) ' ___Hospital/Clinic/Inst. (d) Nuelear
FEIN #
- Drug Schedule '
Schedule IL Schedule ITE " (fchedule TV (Ufchedule V (;)SQMBV[
{ )Mou-Narcotic ( )I¥on-Narcotic
( “}Nareotic { I Narcotic
Current drugsto re permit No.: i . Current Wholesale Druggist License No.:

Pharmacnst’s Registration No..__21239

Signatore of Applicant: QFZUUU—\X W 2/ /

I@ Cadden .
(Owaer of facility'must sign application)

Please submit check or meney order payable fo Commonwealth of Mass.-Board of Registration in Pharmacy

WARNING:

In accordance with Chapter 94 M.G.L. Sec 13 the Board of Reg;stranon in Pharmacy in the case of a retail drug
business or wholesale druggist, may suspend or revoke a registration to manufacture, d:strlbute, dispense or
possess a controlled substance after a hearing pursnant to the provisions of Chapter 34A upon finding thaf the

registrant has furnished false or fraudulent information i in any application filed under the prowsmns of Chapter
94C. :



L/é %JWMW% c;é M&M&‘é&

gwéf &ﬂaé‘aﬂdw ggfz@éﬁrf, g&%m&nﬁ' %zéz’ -
100 Guntyids Sorect, Brutss 02802

PHARMACY HOURS *

NAME OF PHARMACT: New England Compounding Pharmacy, InC.

smﬁTADDﬁESS: 697 Waverly Street

_'Q{:i‘&’ ; TOWN: Framingham ZIP COD.B:' - 01701

z:;{owghmgmmm y 334-1937 (temporary)

OPEN CLosE HOURS
MONDIAY . 9:00 | s:00 . _-.B.0
| TUESDAY ™ 9:00 5:00 , 8.0 |
: WEDNESDAY - %00 5:00 8.0
T}i:_,mbA_Yl R ©9:00 o 5:00 ' 8.0 .
FRIDAY . 9:00 - 5:00 _ é_o
SATURDAY
SUNDAY

- TOTAL HOURS PER WiEK: 40.0v
*Tnitial hours; subject to modification.

Date: 2’/?}?% ‘lzgnawcofManagct @QJUU—NQ@*—

T : Barry Cadden




- BOARD OF REGISTRATION IN.PHARMACY

' ' Leverett Saltonstall Building =
100 Cambridge St,Room 1514

’ Boston, Ha, 02202,

APPLICATION FOR CERTIFICATE OF FITNESS
HANAGER MUST LCOMPLETE AYPLICATION
. FEE $60.060 Non—Refundable

I, Barry J. Cadden ’ o Teleghone: {(407) 334-1937

(Your name)

Address: 697 Waverly Street

{Street and Humber} , (Store Hucher}
Framingham . MA 01701
{City or Toun) : ’ (State) o (zig Code)
a registered pharmacist, certicate number ,21239 being now actively engaged in

conducting a retail drug business as sole funer ae for ‘the £iemcorporation of

New England Compounding Pharmacy, _In'c.

(CGive name of f£irm or corporation (Prav a 'line throtgh wocds which do not apply}

do hereby apply for Ceﬁtfic_af:e of Filness, claiming to be a proper person to be
instrusted .with the authority: T : ‘ .

R3] To use alceohol for the manufackure of US.P. and HN.F. p;‘epara_tion# and
'all medicinal preparations unfit for beverage purposes.

(2) To sell in accordance with. the laws of the Commonwealth, alcohol and alccholic
liquors and that the public good will be promated by- the granting thereof.

I have. $5,000.00
{glve amount in Elgures)

comply withh the laus of this Commonwealth and the.regu_lations of the Board r
Eo the use and sale of the alcohol and aleoholic liquors. ‘ o

dollars invested in said retail drug business and will

lating -

I cerctif‘y that I have not béen convicted of viola{:ion. of said Jaus wi.thiu one
year prior bo the date thereof. : : . . . o

I agree to notify the Board at ence if I- cease fo econduckt the retai
business at. the above location and will return the certificat

~ Date: 2/! Ol} %‘?{ : : " {Signed)-

1 drug
e 1ssued bnereon.

Fee of -$60.00 must be sent-with- this application. ~Please.make checks payable
to Comm of .Mass/Board of Registration in Pharmicy. ™ =~ -
: i ) ‘ .- R

""FOR OFFICE USE ONLY

Cash ' Check

M.0. - . No . : Date
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PETITION FOR A WAIVER OF THE PROVISIONS OF 247 (MR FOR
LICENSURE OF A PHARMACY/PHARMACY DEPARTMENT

il

Application to be completed by thg registered pharmacist who is or shalf ba reéponsible for the
management and operation of the pharmacy!pharmacy department.

Pursuant io 247 CMR 14.01, 1 herehy apply for a speelal or imited- -use pharmacy or pharmaey

department permit becaise ths fyps of pharmacy praciiceiscfa spemal limifed or tunsual nature

-as compared tu aregular pharmacy service.

Nams of pharmacy/pharmacy department—i New. England Compounding Pharmacy, Inc.

: 627 Waverly Street
Locallol: . ingham, MA 01701

Phone nmmber: -(401) 334-1937  (temgorary)
Please use separate sheets to complete the following and attach sheets io application:
i. Lisi the regulatory i‘e{[uirement(s) for whif,h a waiver is requéstefl and pruﬁde an

. explanation as fo why each regulation sheould not apply to the pharmaeyi pharmacy -
department. :

2. Explain the compelling public inferest that would he served by the grzmtmg ofa Waxver

3. Explain why adherence to the regulanon(s) would he Impractlcal and unduly

burdensome.
4. Tnelude a comprehensive statement of the policies and prnﬁedures of tlie pruposed

. uperatmn, mmehiding safeguards to prntect the public healih, welfars and safety

Befora agu_g npon any patition tha Board may reqmre the qpnhcant to pers uuallv appear before
the Board to answer questionsihat would enable the Board to determine that the i issuance of a-
permit would be in the best mterest of the puhhc health, welfare and. safety and adherexce to 247

CMR wonld be wareasonahle.

- Upon the granting of a waiver and issuance of a special or Iimited-use Iiermit, ihe Board will issue

a writien finding that reeites the speeific Board regulation(s) which are being waiver, the reasons

the Board is waiving the regulation (s) at issue, and lists and contingent resirigtions nnder which
the pharmacy or pharmacy department may op erate. :

1 declare that ihe statements and answered herein contained are frue and are made under the
pains and penalties of perjury: A
MM ;19\%-
S:g‘namre acist manager of recard - Date’

Barry J. Cadden




NEW ENGLAND COMPOUNDING PHARN[ACY » INC.
PETITION FOR WAIVER OF BOARD REGULATIONS

1. . List the regulatory requirement(s) for which a waiver is féquested and provide an
explanation as to Why each regulatlon should not apply to the pharmacy/pharmacy
,department. .

A waiver is quuested for 247 CMR 6.02(4): "The phaxmacy .shall maintain on the premmises
at all times a sufficient variety and supply of medicinal chemicals and preparations which are
necessary to compound and dispense commuonly prescribed medications in accordance with the usual
‘needs of the comnnmjry "

The applicant requests a waiver of fhis requirement beoause New England Compomnding
Pharmacy ("NECP") because NECP will offer 2 unique blend of products and services, distinguishing
it from the full service pharmacy. NECP will specialize in pharmaceutical compounding and
nuttitional health products, and thus should not be required to prowde the fall range of commercially
avaﬂable pharmaceutical products.

S The current art and science of compomnding involves the preparation of suspensious, topicals,
and suppositories; the conversion of one dosage form to another; the preparation of select dosage
. forms from bulk chemicals; the preparation of intravenous mixtnres, parenteral nuirition sohutions,
and pediatric dosage forms from adult dosage forms; the preparation of radioactive isotopes; and the
preparation of cassettes, syringes, and other drigs for administration in the home sefting. These -types, _
of fimctions do not require the availabifity of the fiull Iange off pha::maceutlcal products, but rather
only Limited and specialized pmducts ,

2. Explam the compelling pubhc interest that would be served by the granting of a waiver.

There is a compeﬂmg public interest which will be served by granting the waiver. The
responsihility to extemporaneously compound safe, effective prescription pmducts for patients who -
require special care is fundamental to the. pharmacy profession. -

A large numiber of patients experience prob]sms with standard prescnptlon drugs because of
allergies to dyes and preservatives, the inability to swallow, and the need for unique quantities or™
medication or for a more palatable dosage form. As a result, many physicians are demanding more
ouston:uzed products in an effort to control outcomes and increase the effectiveness of prescribed
treatments. Compounding gives the physician control over the form and sl:rength of the medicines
. when commercial preparations are not acceptable. :

: By satisfying the nieeds of physicians through the preparation of specialized medications, -

NECP will provide optimal pharmaceutical care to the community. NECP will be one of but a few
pharmacies designed espema]ly to meed snch needs. Asthe number of compounding pharmacies now
located the Metrowest region is ]erted, NECP will be vital to the commumity,

Allowing NECP to specialize in comp oundmg prescriptions serves the public inferest in a




variety of other ways as well The pharmacists can devote the majority of their time fo fesearch and
preparation of prescribed medications and to maintaining proficiency through current awareness and
traiming. The dwtracﬁon of the rote, mechanical, high volmme dispensimg of commercial produots is
removed.

Instead, pharmacists can pay strict attention to the National Association of Boards of
. Pharmacy's "Good Compounding Practices Applicable to State Licenséd Pharmacies.” Specifically, B
the pharmacists can thoroughly understand and comply with state compounding regulations; the
facility can be staffed with appropriate personnel wearing appropriate attire; the facility can be state
of the art-with appropriate cleanliness, lighting, ventilation, and storage capabilities; the equipment
can be of appropriate design and size, snitable located and properly cleaned -and maintained, .
eliminating the possibility of cross contamination; components, drug product containers, and closires
can be handled and stored propedy; drug compounding contrels can be extensive and meticalons; and
labeling, records, and reports can be handled most efficiently. A compounding Jaboratory can be’
stocked with a wide range of products to respond immediately to the demands of physicians and
patients. Tn sum, this type of specialization will lead fo an improved practitioner knowledge base,
ncreased efficiencies, and cost containment through economies of scale.

3. Explaln why adherence to the regulation(s) would be lmpractmal and unduly
bu.rdensome. :

Adherence to 247 CMR. 6.02(4) would be impractical and tmduly bmdensome to NECP.

Having to dispense a wide vasiety of commercially available prescription medications in addition to -

compounding would place great time constraints on the pharmacists. There would be little time for
‘one-on-gne contact with paﬁe:uts and other hiealth care professionals, which would lead to the
improper education of patients on the use of the compounded presoriptions. -

_ Without a waiver, NECP would be forced to compete with the larger full-service chain
pharmacieés for business. Addittonally, without a waiver, the cost of maintaining the mventory
requu:ed for a full-service phannaey would require a larger space than that currently available to
- NECP. :

4. Iuclude a comprehenswe statement of the policies and procedures of the proposed '
operatmn, inelnding safegnards to protect the public health, We]fare, and safety.

‘ NECP Wﬂl operate in conformance with all rules and reg&latmns of the Conmonwealth of

- Massachusetts, its Board of Registration in Pharmacy, and the National Association of Boards of
Pharmacy ("NABP") Model State Pharmacy Act. All NECP pharmacists will be specially trained and
educated in all aspects of pharmaceutical comp ouzndmg to ensure ’rhat only qu.a]lty comp ounds are
provided for its patients.

NECP will use the Professional Compouuding Centers of Ameﬁcei, Inc. ("PCCA") as its
source of chemicals and compounding supplies. The PCCA is registered and inspected by the Food



and Drug Administration and the Drug Enforcement Agency. The PCCA follows stringent quality
cofitrol procedures which are unique among drug repackagers. Also, chemicals received by the
. PCCA are guaranteed until their identity is verified in a quality coutrol lab. By using only the hlghest '
goality raw materials, NECP will produce safe, effective, and high quality compmmded medications
for its patients.

‘ NECP will utilize a professional comp ounding computer program designed specifically for
a comp ounding pharmacy lab. This program is based upon the NABP's recommendations for labeling
and reports for compounded products, including stability and sterility information. This specialized

" compzer system will aid NECP pharmacists in the production of quality pharmaceutical cbmp ounds.

NECP will only compound for patients with valid prescription orders approved by a
practitioner who is licensed to prescribe in the Cormmonwealth of Massachusetts. - All compotmds will
be produced in a state-of-the-art compounding laboratory following strict protocol to ensore that
only quaJity compounds are- produced. Such protocol will be based upon thé attached NAPR
guidelines for preparing quality compormds (Exhibit "A"), clean bench operations (Exhlblt "B") and
- creating a controlled environment (Exhibit "C"). | ,
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PREPARING A QUALITY COMPOUND

Quality &ssessmeat.
A.  Does the chemical fit the descnptwa‘? Check the following:
. - . i m
1. Particle shape and s1ze >
Pl Color ' -n:;
3. Quantity : o
-4 Smell, taste, and touch as s needed using cautmn - i
Quality Control:
A Only prepare one medication at 2 time. Never work on two separate medications
at the same time. ) ‘
B. Wczghmw chermcais
I.  Check wexghts before and after we:ghxng
3 . Make sure the right amount of chemical is being wezghed LOOK ATIT!
Also, check your weights. '
3 Protocols for preparation:
a.  Retrieve a formula sheet/card or prepare a new one.
b Brint the lsbels and che,ck the chemical pame, lol number dn{i .
- expiration date.
c. With the formula sheet in your hand, check each chemical as you
retrieve it
.d Placeall chemicals fobe waghed on one section of the counter; place
all chemicals that have already been weighed on another section of
the counter; i.c., to the lefi or dght of the balance. HAVE A
SYSTEM! .
e, Check the chemical name as you weigh it.
f.  Checek each chemical as you record If in your curnpaundmg !ow
NEVER USE BRAND NAMES!
a When you are finmished preparing your mcdxmtmn LhECk each
. ¢hemical as you return it to the stock area.
Oueality Assarance:
A Examine the medication

Look. taste, smell and touch it as needed nsing caution.
Is the amount prepared correct?

" Compare with a standard formula. -
Consistency and color.

Ealb ol




Write down the characteristics of‘ the final medzcauon of the original batch

and then note vanatiens on gach addmonal batch. ) '
Check the label. - o S
Are you sure you are correct? : '

Deliver the medication pmmpﬂy, professionally. and profitably! _

Patient Consu}tanon about the compieted compound. i.¢. patient acceptance.

b

B NE

. B. Quality corztrof

L A Caﬁsules
a. Caps;uié wei ght variation
'H*:cosf’:[xcal Weight - Actual Weight ' ,
X=%
‘ Theoretical Weight Fior

b. Even color di}:tributianfunifénni[y ,
c. Similar particle size of powders
d. :
e

2, Eve drops
a. pH , : '
b. Clarity . ' : _ o ) e
c. Color '
d Aseptic technigue used
B . ‘ '
£

3 Injections
a. pH
. Clanty
¢, = Color
d. Ascptic technique used
. :
{.

4 Solutons/Suspensions
a. _ .pH
b. Color
. Clarnty
d. Viscosity
¢,  Tase _ . .
£ QOdor 7 - o s ~



-\'-4-.._/

Uniformily

E- )
‘he Asepric techmigque used
i- . ' . .
i

5. -. Suppositories

Color
Uniformity .
Weight variation

a

b

c.

d. - Melung point
e : -
f.

& Troches
a.. Coler
b. Uniformity
c Weight variation
d. Melting point
e, Tasie
f.
&
7. Creams/Qimiments/Lotions/Gels |
a. Caolor
b. Uniformity
G Odor
d.  Smootmess
€. Grittiness
f. pH -
g Viscosity
h. Aseplic technique used
1.
i

Centinuous Quality Improvement:
-A. - Upgrade facility .

B. . Upgade procedures -




Exgiration/Use By Data:

A.

O w

Mmoo

o, o

1R

Siability Criteria

Merck Index

- Martindale's Pharmacopeia

Remingion's

Hospitals (M.D, Anderson's)

PCCA

Trissel's Stability of Compounded Formulations

Handbook on Injectable Drugs

Physicians Desk Reference

Drug Facts and Comparisons

Hansten/Hom Drug Interactions

Trissal's Tables

I Physical or chemical properties of active ingredients
2. Use of prcsx.:n’:;tiw:s :ind/qr stubilizing agents
3 Dos;aéc fcmt_s

4. Storage conditions

5. Scientific laboratory or reference data

LARIS6 wipwinhFurtiomypqustcy emp
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CLEAN BENCH OPERATIONS
\.,..z : _ L (Laminar Flow Hood)

Purpose:

To define policy and omiine procedures (o be Foilowad for all operations conducted in the Y 4
flow cavironment. - : : o

Poticy:

Thea Pharmacist shall designale strict proccci ures and maintain gualily control oﬁ_er the aseplic .
operations conducted ‘in the clean bench areas, :

These ctandard_» will apply to:
L. Cleanliness of thf:: area
2. | Maintenance of the'clean bench and laminar flow hood
3. Aseptic technique of persx‘mnﬂ operating in hie area
A Working standards for personnel
Procedure:
N ' Maintzining a Clean Area
| L ~The floor of the room is to be cieaned no less than once daily.

2. Activities that do not require aseptic echnique L6 10 he condu;:ted in another
arca of the departroenL. ) :

3. . Allequipment and_xi;ateria]s are to be storeﬁ in their proper places when not iﬁ '
use on the bench. No flems are 1o be placed on top of the clean berich laminar
flow hood. ’ ' -

Mafntaining the Clean Bench Laminar Flow Hood

1. Allow the blower 1o run continuously.

0

Esrablish and follow a schedule for changing the prcﬁk&fé mcmch hood at }éam '
onee each month. . ’

3. Make periodic measurements of the air velocity from the HEPA filter in the clean
bcm:f?- Velocity should be 90 - 100 fi/min., with 70 ft./min. as an aclion p;:bint.
4. No cbj::cr,s; sharply pointed or otherwise. should be permiticd (o contact the -
HEPA filier.
- - Co8 Photometer leak detections should be cunductéd ©n an anmual basis Or upon any

rclpc;ticn of the clean bench laminar flow hood.

et

o




?erformance Standards for Werking i in the Clean Bench Area

§. °  First thing in the morning, wipe the clean bench work surface with alcohol 70% e

2. | In addition. wash work- surfacc arcas with distilied water followed with aIcahol
70% before and after all aseptic manipulations.

3. Activities in the clean bench laminar ffow hood should e mainiained at & normal
- -pace. Rushing will cause turbulence. :

4, Exclude from the work-surface srea sulfur-containing materials, such as horse
hair. masking tape, pencils. paper. and rags.

5. A five-minute serub of hands, arms, znd eibows should be made with an
" antiseptic cleanser just prior to entering the hood.

&. Personnel should refrain from wearing excessive face powder. rouge, fimgernail
polish. or any other cosmetics.

7. " Whenever possible, keep the bmducz being manipulaied directly e.xpos_:éci to the.
HEPA Glter face. In other words, keep the product “gpstream” of the handg,
equipment, and materials (toward the HEPA filter).

8 All non-sterile terns should be rinsed (washed dowa) sith aleohol 70% prior to-
entry inio the laminar flow environment.

9 il items shoald be arranged in the lamitar flow environment so that a minimam —
of air turbwlence results and ihe flow of clean air 18 not blocked: This can be ’
achieved best by arranging ther i the following manper:

a The object should be placed into the clean bench work ared 50
that laminar flow 1§ free 10 flow aoumd 1.

T n AThe object should be Jocated nw fess than shree times its widih
from the open end of the unit (prcferably three thmes is mdth
plus &7 i space allows).

T Objects should be pIaced 5o thal a maximom amount of space
gaisls Iatcrally between ther.

10, - All :sscptxc work must be performed at least 67 fmm the open end of the hu*nnar
flow unit.
1. Iz cases where the nature of the operation makes It necesxary to have hemy of

‘portions of the ems upsaream from the product, 1ake calrme care to maintam
cleanliness of the "upstreamt’ wrfacc )

Cuality Coatrel: |

Inspections of alf clean beach cemers shall be conducted during the last week of 2ach momh.
Also, at this ome the supervisor of the area amd the quality control ph':rrmmist will coordinate & '

report re:cr:.rrdmg the personae! and ascptic technigue wiilized in'the area,
Qtvaqb\wpwmmnmg‘dnbmchxrpr
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A CO‘\ITROLLED ENVIRONMENT

The fo'ilomng is a list of sucgested materials and speczf‘ cations for building a Contmiled'
Envzrcnmr:nt in which 1o place a iammar ﬂosa hood for aseplic compounding.

Minimuin Maximum
Floering |- Vinyl Floor {Sheet Style) |+ Terrazzo Tile
~ ‘ = Epoxy Painted Coment * Dex Otex Epoxy
. ) ' » PVC (Tarketl)
Walls - Washab!c,l-ﬁgh Gloss Enamel « Stainless Steel Sheels
- ' » Washable High Gloss Epoxy « PV Sheeting
Ceiing . | * Suspended Grid Vimyl Inserts | + Samejas walls 1
» "» Gypsum Board Painted with - ' z é _
High Gloss Enamel o -
. : oI
Doors = Washable High Gloss Enamel = Stainless Stecl | =4
' + Formica Covered Door | = PVC Coated Wood :

NGTES AND COMMENTS

_ You must have 2 migirmum of 20 air chancres per hour for Class 100,000, und SQ air changes per
hour for Class 10.600. '

© Laminar ﬂow hcfods arc Class 7109; that is. fess than }00 particles at .G5 microns per cubic foot.
- Class 100 hoods should be sym:unded by Class 10.000 clean rooms.

To create a higher air pressure in your room, it is necessary 10 build all four walls past the suspended
cetling to the roof. Your room should be supplied with a separate H.V.AC. system in which the
return air supply from the room is fess than the fresh air coming from the system into the room.- Thxs
creates & posttwe pressure in your roorn

If you are remodeling your current building, you may get greater pressure inside your room by
simply closing off the return air in your compounding room.

Positive pressure can someﬁmes be achieved by lowering the pressure in an adjacmt room.

Avoid floor ules and 90 degree-angles where floaring meets walls. Both tiles and 90 degree angleq’
are havens for particulate matler.

A large picture window ia the room is nice because it gives the technician a feeling of not being
isolated. Visitors are aiso abh: o see your high tech ares withour going mto the controlled
enwrcmme:nt. ) o




Avoid window ledges: flush mounted fixtures have less surface on which particulate matler can
" cotlect. '

. Ensure that there is enough room (o accommedale your laminar flow hood. two people. 2 six foot
storage cabinet area, and six feet of counter space for completed weork. . -

Doors do not necessarily Have to be sealed, providing there is positive pressure in the roor, The
door should tither be a sliding door or it should open 1o the outside s0 the drafi takes clean air to
unclean air. and 0ot vice Versa. . :

Provide 2 place for an anteroom where you keep cardboard boxes and supplies. _

Who is one of the largest producers of particulate matter?

WE ARE! A person al rest gencrates at least 100.000 particles per minute. Nodding yes to-

a co-worker on the other side of a window generaies 500.000 particles. Walking from one

_end of the cleanroom 1 the other generates 3 million particles. A simple sneeze gencrates -

1.4 million, and a cough, 2.8 million; not w0 mention the reselt of hair spray, dead skin Assue.
- make-up, dandruff, etc. _— .

So, the worst thing we can put in a cleanroom is a person, Just picture Pig Pen from the
Peanuts® cartoon. B .

What can we do fo cut down on Pig Pen?
Write strict guidelines and follow them!

E Have a tacky mat at the entrance to the anteroom. Always siep on the tacky mat
before entering.

2. Wear a head bonnet, Toot covers, a lab coat or coveralls. and gloves.

3. Do not wear make-up, hair spray. cologne or perfume. finger nail pUIiS.EL or jewelry,
justlo mention afew. - : :

- RULE OF THUMB: If it is not necessary, do not wear it.

4. Always wash thoroughly with a good hospital-type soap. Follow up with a geod

moisturizer without fragrance.

5. . Upon entering the cleanroom via the anteroorn, stand very still for 2 moment to let
~ the particelate manter that entered with you settle.

il

6. Move slow and steédy while in the cleanroom. Train yourself not 1o touch your face;

7.+  Noeating, drinking, or gum chewing in the cleanroom.

g

. _-_/
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CLEANING SOLUTIONS:

- A-vanety of cleaning solutions are available commercially through local wholesalers and hospital

suppliers. Household cleaning soiulions are not suggested.

A 70% isopropyl alcohol can be used and 1 very effective in killing bacteria: however. a higher

comcentration of alcohol In some cases can &clas & preservative due 10 its-hygroscopic qualities.

Sodium Hypochlenie {bicacﬁ) and 2 oz. to | galloa of water is mnother effective disinfectant.
Caution must be used to avoid mixing with other detergents. -

CLEANING PROCEDURES:

Cleanrooms should be free of bacteria. The only way 1o achieve this is to clean and maimain by

conlinuously cleaning the oom. Hereare a few suggestions (o achieve a bacteria-free cleanroonm.

{.  Cleaning supplies used in the cleanroom should only be msed in the cleanroom. You
do not want cross-cont@mination from another 100 o the cleanroom.

2. . Mops and wipes should be lint free. Sponges are not recoramended due 0 the

particulate maiter they retain., and they are difficult 1o clean, The same problem

applies to the standard siring mops.

DI089E wpwinbDurzming\contrel.cnv




' TAMKIN & HOCHBERG, LLP
Attorneys at Law FEg 2 7 958

313 Washington Street, Suite 202
Newton, Massachusetts 02158
Tel (617) 964-2501

‘Fax (617) 964-7755

Jonathan D. Tamkin, BC. ' | - OfCounsel

*Also admitted in Connectict

Andrew 8. Hochberg, PC* ' ' ' . ) . . " Alvin C. Tamkin
. - ' . Engene M. Magier, PC. -
Karen E. Dumser T

" Febrmary 25, 1998

Charles R. Young, Acting Executive Director
Board of Registration in. Pharmacy
100 Cambridge Street

Boston, MA. 02202

RE: New England Comp ounnding Pharmacy
- Registration Application -

Dear Mr. Young:

Enclosed as suppi&mentagr to the application. of New ‘England Compounding Pharmacy, Inc.,
please find a certified copy of the corporation's Articles of Organization.

Also, please be advised. that New ‘Eliglaﬂd Compounding - Pharmacy, Inc.'s federal
identification mumber is 04-3407493, Please note- ﬂ:La same on our client's Controlled Substances
Application.

Should you have any questions regarding the above, please contact me.

IDT/

Enclosare

ce: Carla Conigliaro
“Barry §. Cadden




TAMKIN & HOCHBERG, LLP
Attorneys at Law
. 313 Washington Street, Suite 202
Newton, Massachusetts 02158
Tel (617) 964-2501
Fax (617) 964-7755

Jonathan D. Tamkin, P.C- ‘ _ o | | Of Counsel

- Andrew 8. Hochberg, P.C.* » v e Alvin C. Tarnkin
: - i T 70 oo - .
- iga E @ [ WA ~ Eugene M. Magier, P.C.
Karen E. Dumser - P et sl B ‘
' ) . June; ]?g 1998
*Also admitted in Connecticut’ o : . e JUN -
Mr. Chatles Young _ )
Acting Executive DlIE:C‘iOI’ - ‘ TLE T
Division of Registration L TR

Board of Registration in Pharmacy
100 Cambridge Street, 15th Floor
Boston, MA 02202 '

RE: New Eﬁgland Compounding Pharmacy, Inc.
Dear Mr. Young:

As you know, this office is counsel to New England Compounding Pharma,cy, Tnc, ( NEC Y.
This will confirm our recent telephone conversation, in conjunction with the Board of Registration
in Pharmzcy’s approval- on April 14, 1998, of our client’s application for 2 new pharmacy to be
" Jocated at 697 Waverly Street, Framingham, MA. You advised me that the Board had voted to grant
our client’s application for a waiver of 247 CMR 6. 02(4) permitting our client to limit its stock of
medicinal chemicals and preparations as s requires to.operate its specialized compounding pharmacy
As a condition of the grant of such waiver, you advised me that the Board required our client to
modify its name, for signage purposes, by the ehmmatmg the word “Pharmacy’ so asto avoid any
confiasion for walk in consumers

Accordingly, per our discussion, I enclose for your records a copy of our client’s Business

. Certificate filed with the Town of Framingham identifying its trade name as New England
* Compounding Center. Such name will be used on all signage related to thepharmacy. Our client is
" presently obtammg its final municipal constmchon mspectlons and will beContacting the Board in the

IDT/T

cc: Mr. Barry Cadden
clncp\bdiet.3
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. Date Issued: rqa.ul- 131443

Certificate

Fee: §25

pary
L]

00

Date Expires: mj }9}, 2003,

I conformity with the provisions of Chaprer 1 10 of the General Laws of Mussachusetis, notice iv kereéy given

that the busintess of

Business Naroe

is conducted at: (o‘%_? kgbull{“i\ Ssh

- Smret Number and Name

by the following persons: .

Ao Canalaind Commuding Conte v -
a3 ! J

_ Framingham MA OVTO 2
. Zg -

Name . " iResident Address ! Stgnature
;_‘/ Lo s € e laud » i lee ¢ aveal u S 1
IR Comgm%mc, oty '
AT ~ o
- ' 2 i
Tist addlitions! mAivideals conback
MIDDLESEX,-S§ 3 .- DateSigned: Mok 134 94%
o - . VU e w— e
Signed and swom to by _ Qa.p ﬁhli R4 c‘:uc\,cLPr\ £ True Copy .

before me | Ke

-'3

Towa Clerk, Designated Cleck, Notary Public, or Jostice of the Peace

Town CIeﬁc,,Frarniﬁgham

TN

I certify under the peralties of perjury that I, fo the best of my kﬁctwleﬂge aud befief, have fled all state

tax refurms and paid all state taxes as required under Iaw.

%mmi\ Chadon

Signamp: of tddal/Corporate Name . Social Security or Federal ID # *Voluntary*(Your Social
e . Security momber will be firnished 1o the MA Drepartment of Revenus

Corporate Officer

-

[ §u=mﬁx whefier you heve mel 2!l tax obligatems.)

erdinances. ot

This cectificate registers the name of your business as required under chapter 110, it offers no au&zoﬁzau;en
regarding the legalify of your business, nor dees it alter you requireTnent 10 comply with local and stare zoning




Division of Registration Office of Investigations
100 Cambridge Street, Room 1509
Boston, Massachusetis 02202

- B17-727-7406

SPECTAL ASSIGNMENT FORM

THEREBY REQUEST THE SERVICES OF AN INVESTIGATOR FROM THE OFFICE OF INVESTIGATIONS.

" BOARD: PHARMACY

"DETAILS OF PROPOSED UTILIZATION: TO INSPECT APPLICANT NEW ENGLAND COMPOUNDING
PHARMACY, 697 WAVERLY STREET, FRAMINGHAM, MA, PURSUANT TO AN APPLICATION FOR A.
NEW PHARMACY/PHARMACY DEPT. APPLICANT BARRY CADDEN APPEARED BEFORE THE BOARD
ON APRIL 14, 1998 TO DISCUSS A STAND ALONE COMPOUNDING SPECIALTY PHARMACY. :
SCHEDULE AS SOON AS PRACTICARL BY CONTACTING HELENA TRIPP AT (617) 727-9993.

AUTHORIZED SIGNATURE: %ﬁ%ﬁ I 1 SN P

FOR OFFICE USE ONLY

ASSIGNMENT NUMBER: BOARD CODE: ____ FY NO.
" APPROVED BY: ~ - : : DATE ASSIGNED:

INVESTIGATOR ASSIGNED: _ ‘DATE COMPLETED:

ASSTGNMENT:

(TOBE COI\IPLETED BY INVESTIG-Ai OR)

DISPOSITION:

TIME UTILIZED: _ HRS. INVESTIGATOR INITIALS

SUPERVISOR SIGNATURE: __~ DATE:

[P

PLEASE COMPLETE ASSIGNMENT INFORMATION ON REVERSE SIDE IF RELEVANT.




Jonathan D, Tamlkin, PG,
Andrew 8. Hochberg, P.C.*

TAMKIN & HOCHBERG, LLP

Attorneys at Law

313 Washington Street, Suite 202

. Newton, Massachusetts 02158
Tel (617) 964-2501
Fax (617) 964-7755

Karen E. Dumsér

*Also admitted m Connecticut

BY HAND

Febiuary 18, 1998

Charles R. Young, Acting Executive Director
Board of Registration m Pharmacy

100 Cambridge Street
Boston, MA 02202

RE: New England Comp oimdmg Pharmacy, Tnc.
Apphcaﬂon for New Store

Dear Mr. Young:

. Of Counsel
Alvin C, Tamkin
Engene M. Magier, PC.

Enclosed- please find New England Compomldmg Pharmacy, Inc's Apphcanon for
Registration to Manage and Operate a New Community Pharmacy, mehiding: .

- (1)  Application. for New Store Permit with Articles of Ozgamzatmn and Statement of
Corporate Information attached thereto

(2)  Store Hours Form;:
(3)  Massachusetts Controlled Substance Regxstraﬁon Apphcaﬁnn, _
(4)  Certificate of Fitness Applcation;
(5) - Official Pharmacy Blueprint; and
(6) ‘_ Check in the amowmt of $310. 00 Iepresentmg allreqmred filing fees

As ‘we have previously discussed, we have also enclosed New Eagland Compoundmg
Phannacy' s Petition for Waiver of the Provisions 0f247 C.M.R. 6.02(4) for Licensure of a Pharmacy
pursuant to 247 C.MR. 14.01.

Kindly time and date stamp the enclosed copy of this 1ettef and retrrn. the same to me.  Should




Charles R. Young
Page 2 '
February 18, 1998

you have any questions or require any ;ddjﬁdnal nformation regarding the Application or Petij:imi
“ for Waiver, please contact me. : ' ' '

DT/
Fnclosures S
ce: Carla Conigliaro
Barry J. Cadden
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